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DETAILED ACTION 

1. A request for continued examination under 37 CFR 1.114, 
including the fee set forth in 37 CFR 1.17(e), was filed 9/12/08 
in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 
1.114, and the fee set forth in 37 CFR 1.17(e) has been timely 
paid, the finality of the previous Office action has been 
withdrawn pursuant to 37 CFR 1.114. Applicant's submission 
filed on 9/12/08 has been entered. 

Claims 2 and 5-6 have been amended. 
Claim 39 has been cancelled. 

Claims 2-6, 10-11, 13, 15-18, 21-38 and 40-45 are pending. 

Claims 17-18, 21-38, and 40-45 stand withdrawn from further 
consideration pursuant to 37 CFR 1.14209 as being drawn to 
nonelected inventions, there being no allowable generic or 
linking claim. 

Claims 2-6, 10-11, 13, and 15-16 are under examination. 

2. The rejection of claims under 35 U.S.C. 112 first paragraph 
for new matter is withdrawn in view of Applicant's amendment to 
the claims. 

3. The following are new grounds of rejection. 

4. The following is a quotation of the appropriate paragraphs 
of 35 U.S.C. 102 that form the basis for the rejections under 
this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or 
a foreign country or in public use or on sale in this country, more than one 
year prior to the date of application for patent in the United States. 

Claims 2—6, 10-11, 13, and 15-16 are rejected under 35 
U.S.C. 102(b) as being anticipated by Yamoaoka e al, 1998, 
Infection and Immunity, vol. 66 pp. 5020-5026 (of record), as 
evidenced by Nestle et al . , 1998. 

Yamaoka et al . teach a mutated superantigen comprising 
mutations only in the T cell receptor binding site (see 
materials and methods and page 5022 in particular) . Said mutated 
superantigen is coupled to an antigen (GST, see pg 5022 
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paragraph 1) . Furthermore, said mutated superantigen is derived 
from SPE-C, (see pg. 5020, materials and methods) . Yamaoka et 
al. teach mutating the superantigen by amino acid substitution, 
resulting in a non-functional (i.e. "deleted") T cell receptor 
binding site. Yamaoka et al . also teach that the superantigen 
is reversibly coupled to a protein (GST can be cleaved off - see 
pp. 5022 paragraph 1). Yamaoka et al . also teach a solution 
comprising the superantigen in PBS (i.e. a pharmaceutically 
acceptable carrier, see page 5021 in particular) . The instant 
claims recite that the superantigen conjugate is "effective in 
antigen presentation". Given it broadest reasonable 
interpretation, "effective in antigen presentation" might merely 
reguire that the conjugate is capable of being processed by an 
APC. As evidenced by Nestle et al . , soluble protein antigens 
are capable of being taken up and processed by APC. Thus, the 
protein superantigen/GST conjugate of Yamaoka et al . is 
inherently "effective in antigen presentation". 

Thus, the reference clearly anticipates the invention. 

Applicant's arguments filed 9/12/08 have been fully 
considered, but they are not persuasive. 

Applicant argues that Yamaoka et al . teach that GST is 
fused to the N-terminal of the superantigen, which interferes 
with the ability of the superantigen to bind to MHC class II. 
Applicant further notes that as taught by Abbas et al . , binding 
of peptides to MHC is a prereguisite for presentation to T 
cells. Thus, Applicant concludes that since the superantigen 
conjugate f Yamaoka et al . does not bind to MHC class II, it is 
not effective in antigen presentation. 

The fact that the conjugate of Yamaoka et al . would not 
bind to MHC is not relevant, since the conjugate does not 
present antigen by directly binding to MHC. Rather, the 
superantigen binds to MHC to facilitate internalization of the 
conjugate, and processing of the conjugated antigen by the APC. 
Thus, any protein which can be processed by an APC is "effective 
in antigen presentation". While the ability to bind to MHC 
might enhance the processing of the conjugate, it is well known 
that APCs are capable of non-specif ically internalizing and 
processing any soluble protein antigen, for example after 
phagocytosis (see Nestle et al., 1998, page 765 in particular). 
Thus, the protein conjugate of Yamaoka et al . , though not able 
to directly bind to MHC class II, is nevertheless capable of 
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being taken up and processed by APCs (i.e. is "effective in 
antigen presentation", as recited in the instant claims) . 

5. No claim is allowed. 

6. Any inguiry concerning this communication or earlier 
communications from the examiner should be directed to Amy E. 
Juedes, Ph.D. whose telephone number is 571-272-4471. The 
examiner can normally be reached on 6am - 2pm, Monday through 
Friday. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Eileen O'Hara can be 
reached on 571-272-0878. The fax phone number for the 
organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be 
obtained from the Patent Application Information Retrieval 

(PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free) . If you would 
like assistance from a USPTO Customer Service Representative or 
access to the automated information system, call 800-786-9199 

(IN USA OR CANADA) or 571-272-1000. 
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